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200.1 138CON 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



Applicants: 



Benjamin OSHLACK et al. 
To Be Assigned 



Serial No.: 



Filed: 



Herewith 



For: 



CONTROLLED RELEASE HYDROCODONE 
FORMULATIONS 



INFORMATION DISCLOSURE STATEMENT 



Commissioner for Patents 
Alexandria, VA 22313-1450 
Mail Stop: Patent Application 



September 11, 2003 



Sir: 



In accordance with the provisions of 37 C.F.R. § 1.97, Applicants enclose herewith the 
Information Disclosure Statement and accompanying Form PTO-1449 (14 sheets) submitted in 
the parent case; U.S. Application Serial No. 10/016,651, on September 25, 2002. Applicants also 
enclose herewith the Form PTO-1449 (1 sheet) submitted in the Information Disclosure 
Statement in U.S. Application Serial No. 10/0 16,651, on March 18, 2003. 

Pursuant to 37 CFR 1.98(d), copies of the references of record in the parent application 
are not enclosed. Copies of the Exhibits to the September 25, 2002 Information Disclosure 
Statement are also not enclosed as they are of record in the parent application. If it is determined 
that any of the references or Exhibits are not of record in the parent application, the Examiner is 
requested to contact the undersigned so that a copy can be forwarded. 

It is respectfully requested that the references cited in the accompanying Form PTO-1449 
be considered and made of record. It is respectfully submitted that the pending claims are 
patentable over all of the references made of record at this time. 
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The Examiner's attention is also directed to the following copending patent applications 
and issued U.S. Patents: 

U.S. Patent Application Serial No. 10/392,586, filed March 20, 2003, entitled "Orally 
Administrable Opioid Formulations Having Extended Duration of Effect," which is a 
continuation of U.S. Application Serial No. 09/891,882, filed June 26, 2001, entitled "Orally 
Administrable Opioid Formulations Having Extended Duration of Effect," now Patent No. 
6,572,885, issued on June 3, 2003, which is a continuation of Serial No. 09/390,719 filed 
September 7, 1999, entitled "Orally Administrable Opioid Formulations Having Extended 
Duration of Effect," now U.S. Patent No. 6,294,195, which is a continuation of U.S. Application 
Serial No. 08/508,246, filed July 27, 1995, now U.S. Patent No. 5,968,551 . 

U.S. Patent Application Serial No. 10/162,136 filed June 4, 2002, entitled "Methods of 
Treating Pain by Administering 24 Hour Oral Opioid Formulations Exhibiting Rapid Rate of 
Initial Rise of Plasma Drug Level", which is a continuation of U.S. Patent Application Serial No. 

08/938,898, filed September 26, 1997, entitled "Method of Treating Pain by Administering 24 
Hour Oral Opioid Formulations Exhibiting Rapid Rate of Initial Rise of Plasma Drug Level," 
Abandoned, which is a continuation of Serial No. 08/578,668, filed July 22, 1996, now issued 
U.S. Patent No. 5,672,360, which is a continuation-in-part of Serial No. 08/156,468 filed 
November 23, 1993, issued as U.S. Patent No 5,478,577. 

U.S. Application Serial No. 09/304,694 filed May 4, 1999, entitled "Methods of Treating 
Pain by Administering 24 Hour Oral Opioid Formulations Exhibiting Rapid Rate of Initial Rise 
of Plasma Drug Level" which is a continuation of Serial No. 08/938,898 filed September 26, 
1997, entitled "Method of Treating Pain by Administering 24 Hour Oral Opioid Formulations 
Exhibiting Rapid Rate of Initial Rise of Plasma Drug Level," Abandoned, which is a 
continuation of Serial No. 08/578,668 filed July 22, 1996, issued as U.S. Patent No. 5,672,360, 
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which is a continuation-in-part of Serial No. 08/156,468 filed November 23, 1993, issued as U.S. 
Patent No 5,478,577. 

U.S. Patent Application Serial No. 09/624,530, filed July 24, 2000, entitled "Method of 
Treating Humans with Opioid Formulations Having Extended Controlled Release," which is a 
continuation of U.S. Application Serial No. 08/838,368 filed April 8, 1997, now U.S. Patent No. 
6,143,322, which is a continuation of U.S. Patent Application Serial No. 08/677,797, filed July 
10, 1996, now abandoned, which is a continuation of U.S. Patent Application Serial No. 
08/561,829, filed November 27, 1995, now U.S. Patent No. 5,958,459, which is a continuation of 
U.S. Patent Application Serial No. 08/086,248, filed July 1, 1993, now abandoned. 

U.S. Patent Application Serial No. 09/632,718 filed August 4, 2000, entitled "Opioid 
Formulations Having Extended Controlled Release," which is a continuation of U.S. Application 
Serial No. 09/225,959, filed January 6, 1999, now U.S. Patent No. 6,103,261, which is a 
continuation of Serial No. 08/561,829, filed November 27, 1995, now U.S. Patent No. 5,958,459, 
which is a continuation of U.S. Patent Application Serial No. 08/086,248, filed July 1, 1993, now 
abandoned. 

U.S. Application Serial No. 09/702,283, filed October 30, 2000, entitled "Controlled 
Release Hydrocodone Formulations", still pending, which claims benefit of U.S. Provisional 
Patent Application No. 60/162,541, filed October 29, 1999. 
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Pursuant to 37 C.F.R. § 1.98 (a)(2)(iii) the Examiner's attention is directed to Exhibit A 
attached herewith which contains the following: 

(i) pending claims of pending application serial no. 10/392,586, which has the same 
specification as U.S. Patent No. 5,968,551, listed as reference MF on the enclosed 

Form PTO 1449; 

(ii) specifications and claims of pending application serial no and 09/702,283; 

(iii) claims of pending application serial nos. 09/304,694 and 10/162,136, which have the 
same specification as U.S. Patent No. 5,672,360, listed as reference DD on the enclosed Form 
PTO- 1449; 

(iv) claims of pending application serial no. 09/624,530, which has the same 
specification as U.S. Patent No. 5,958,459, listed as reference GC on the enclosed 

Form PTO 1449; 

(v) claims of pending application serial no. 09/632,718, which has the same specification 
as U.S. Patent No. 6,103,261, listed as reference GD on the enclosed Form PTO 1449. 
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No fee is believed to be due for the submission of this Information Disclosure Statement 
as it is filed under 37 C.F.R. §1 .97(b), before the mailing of a first Office Action on the merits or 
within three (3) months of the actual filing date. The Commissioner is authorized to charge any 
additional fee or credit any overpayment to our Deposit Account 50-0552. 



Respectfully Submitted, 

DAVIDSON, DAVIDSON & KAPPEL, LLC 




Davidson, Davidson & Kappel, LLC 
485 Seventh Avenue, 14th Floor 
New York, New York 10018 
(212) 736-1940 
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UNITED STATES PATENT AND TRADEMARK OFFICE 



Re: Application of: 



Benjamin OSHLACK, et al. 



Serial No.: 



10/016,651 



Filed: 



October 30, 2001 



For: 



CONTROLLED RELEASE HYDROCODONE 
FORMULATIONS 



INFORMATION DISCLOSURE STATEMENT 



Assistant Commissioner for Patents 



September 25, 2002 



Washington, D.C. 20231 
Sir: 

In accordance with the provisions of 37 C.F.R. § 1.97(b), applicants hereby make of 
record the following: Exhibit A, Form PTO-1449 (1.4 pages) and the references cited therein. 

Attached as Exhibit A is the Court of Appeals for the Federal Circuit Decision and 
Opinion for the litigation involving the Assignee's U.S. Patent No. 5,672,360 (cited as reference 
MK in the PTO 1449 Form). It is respectfully requested that this attachment be considered and 
made of record. 

Additionally the Examiner's attention is directed to the following copending patent 
applications: 

Serial No. 09/891,882, filed June 26, 2001, entitled "Orally Administrable Opioid 
Formulations Having Extended Duration of Effect," which is a continuation of Serial No. 
09/390,719 filed September 7, 1999, entitled "Orally Administrable Opioid Formulations Having 
Extended Duration of Effect," which is a continuation of U.S. Application Serial No. 08/508,246, 
filed July 27, 1995, now U.S. Patent No. 5,968,551. 

Serial No. 09/304,694 filed May 4, 1999, entitled "Methods of Treating Pain by 
Administering 24 Hour Oral Opioid Formulations Exhibiting Rapid Rate of Initial Rise of 
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Plasma Drug Level" is a continuation of Serial No. 08/938,898 filed September 26, 1997, entitled 
"Method of Treating Pain by Administering 24 Hour Oral Opioid Formulations Exhibiting Rapid 
Rate of Initial Rise of Plasma Drug Level," which is a continuation of Serial No. 08/578,668 
filed July 22, 1996, issued as the 5,672,360 patent, which is a continuation-in-part of Serial No. 
08/156,468 filed November 23, 1993, issued as U.S. Patent No 5,478,577. 

Serial No. 09/624,530, filed July 24, 2000, entitled "Method of Treating Humans with 
Opioid Formulations Having Extended Controlled Release," which is a continuation of U.S. 
Application Serial No. 08/838,368 filed April 8, 1997, now U.S. Patent No. 6,143,322, which is 
a continuation of U.S. Patent Application Serial No. 08/677,797, filed July 10, 1996, now 
abandoned, which is a continuation of U.S. Patent Application Serial No. 08/561,829, filed 
November 27, 1995, now U.S. Patent No. 5,958,459, which is a continuation of U.S. Patent 
Application Serial No. 08/086,248, filed July 1, 1993, now abandoned. 

Serial No. 09/632,718 filed August 4, 2000, entitled "Opioid Formulations Having 
Extended Controlled Release," which is a continuation of U.S. Application Serial No. 
09/225,959, filed January 6, 1999, now U.S. Patent No. 6,103,261, which is a continuation of 
Serial No. 08/561,829 described above. 

Serial No. 09/702,283, filed on October 30, 2000, entitled "Controlled Release 
Hydrocodone Formulations," still pending, which claims benefit of U.S. Provisional Patent 
Application No. 60/162,541, filed on October 29, 1999. 

It is respectfully requested that Exhibit A, the PTO 1449 Form (14 pages) and references 
cited therein be considered and made of record. 
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No fee is believed to be due for the submission of this Information Disclosure Statement 
as it is filed under 37 C.F.R. § 1.97(b), before the mailing of a first Office Action on the merits or 
within three (3) months of the actual filing date. The Commissioner is authorized to charge any 
additional fee or credit any overpayment to our Deposit Account 50-0552. 

Respectfully submitted, 

DAVIDSON, DAVIDSON & KAPPEL, LLC 




^Robert J. Pafradiso 
Reg. No. W,240 



DAVIDSON, DAVIDSON & KAPPEL, LLC 
458 Seventh Avenue, 14 th floor 
New York, New York 10018 
(212) 736-1940 
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FORM PTO-1449 
(REV. 7-80) 






U.S. DEPARTMENT OF COMMERCE 
PATENT AND TRADEMARK OFFICE 


ATTY. DOCKET NO.: 
200.1138 US 


SERIAL NO.: 10/016,651 




LIST OF PRIOR ART CITED BY APPLICANT 

(Use several sheets if necessary) 




APPLICANT(S): Benjamin OSHLACK, et al. 






















FILING DATE: October 30, 
2001 


GROUP: 1615 


U.S. PATENT DOCUMENTS 


'EXAMINER 
INITIAL 




DOCUMENT NUMBER 


DATE 


NAME 


CLASS 


SUBCLASS 


FILING DATE 

IF APPROPRIATE 




AA 


3 


6 


3 


4 


5 


8 


4 


01/11/72 


Poole 


424 


21 






AB 


3 


8 


4 


5 


7 


7 


0 


11/05/74 


Theeuwes, et al. 


128 


260 






AC 


3 


8 


7 


0 


7 


9 


0 


03/11/75 


Lowey, et al. 


424 


19 






AD 


3 


9 


1 


6 


8 


9 


9 


11/04/75 


Theeuwes, et al 


128 


260 






AE 


4 • 


3 


7 


7 


5 


6 


8 


03/22/83 


Chopra 


424 


31 






AF 


4 


3 


8 


5 


0 


7 


8 


05/24/83 


Onda, etal. 


427 


3 






AG 


4 


3 


8 


9 


3 


9 


3 


06/21/83 


Schor, et al. 


424 


19 






AH 


4 


4 


8 


3 


8 


4 


7 


11/20/84 


Augart 


424 


22 






Al 


4 


5 


2 


0 


1 


7 


2 


05/28/85 


Lehmann, et al. 


525 


369 






AJ 


4 


5 


4 


8 


9 


9 


0 


10/22/85 


Mueller, et al. 


525 


123 






AK 


4 


5 


5 


7 


9 


2 


5 


12/10/85 


Lindahl, etal. 


424 


19 




FOREIGN PATENT DOCUMENTS 






DOCUMENT NUMBER 






DATE 


COUNTRY 


CLASS 


SUBCLASS 


TRANSLATION 




























YES 


NO 




AL 


0 


2 


3 


5 


9 


8 


6 


09/09/87 


EPO (A1) 


A61K 


9/16 








AM 


0 


6 


6 


5 


0 


1 


0 


08/02/95 


EPO (A1) 


A61K 


9/26 








AN 


0 


2 


5 


3 


1 


0 


4 


01/20/88 


EPO (A1) 


A61K 


9/00 








AO 


0 


3 


8 


8 


9 


5 


4 


09/26/90 


EPO (A2) 


A61K 


9/14 








AP 


0 


4 


1 


5 


6 


9 


3 


03/06/91 


EPO (A1) 


A61K 


37/02 








AQ 


0 


5 


3 


4 


6 


2 


8 


03/31/93 


EPO (A1) 


A61K 


31/485 














OTHER PRIOR ART (Including Author, Title, Date, Pertinent 


3 ages, Etc.) 








AR 


Abraham Sunshine et al.. "Analqesic Oral Efficacy of Tramadol Hydrochloride in Postoperative Pain," Clin. Pharmacol. 
Ther., Vol. 51, June 1992, pages 740-746. 




AS 


E.Beubler. "Medikamentose Schmerztherapie: Kriterien, Moqlichkeiten, Risken," Therapiewoche Osterreich, 7.2 (1992), 
pages 1-15, English translation. 




AT 


Gourlav. et al.. "Influence of a Hiqh-Fat Meal On The Absorption of Morphine From Oral Solutions," Clin. Pharmacol. Ther., 
Vol. 46, October 1989, pages 463-468 


EXAMINER 


/Humera Sheikh/ 










DATE CONSIDERED 


11/1 0/2008 






'EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in 
conformance and not considered. Include copy of this form with next communication to applicant. 
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FORM PTO-1449 
(REV. 7-80) 






U.S. DEPARTMENT OF COMMERCE 
PATENT AND TRADEMARK OFFICE 


ATTY. DOCKET NO.: 
200.1138US 


SERIAL NO.: 
10/016,651 




LIST OF PRIOR ART CITED BY APPLICANT 




APPLICANT(S): Benjamin OSHLACK, et al. 




(Use several sheets if necessary) 






FILING DATE: 
October 30, 2001 


GROUP: 1615 


U.S. PATENT DOCUMENTS 


•EXAMINER 
INITIAL 




DOCUMENT NUMBER 


DATE 


NAME 


CLASS 


SUBCLASS 


FILING DATE 

IF APPROPRIATE 




BA 


4 


7 


2 


8 


5 


1 


3 


03/01/88 


Ventouras 


424 


461 






BB 


4 


7 


9 


7 


4 


1 


0 


01/10/89 


El-Fakahany 


514 


356 






BC 


4 


8 


0 


6 


3 


3 


7 


02/21/89 


Snipes, et al. 


71 


65 






BD 


4 


8 


2 


8 


8 


3 


6 


05/09/89 


Elger, et al. 


424 


419 






BE 


4 


8 


3 


4 


9 


8 


4 


05/30/89 


Goldie, et al. 


424 


488 






BF 


5 


0 


6 


8 


1 


1 


0 


11/26/91 


Fawzi, et al. 


424 


461 






BG 


4 


8 


4 


4 


9 


0 


7 


07/04/89 


Elger, et al. 


424 


465 






BH 


5 


0 


1 


9 


3 


9 


7 


05/28/91 


Wong, et al. 


424 


473 






Bl 


4 


9 


8 


3 


7 


3 


0 


01/08/91 


Domeshek, et al. 


536 


69 






BJ 


5 


4 


5 


6 


9 


2 


3 


10/10/95 


Nakamichi, etal. 


424 


489 






BK 


5 


4 


6 


0 


8 


2 


6 


10/24/95 


Merrill, et al. 


424 


470 




FOREIGN PATENT DOCUMENTS 






DOCUMENT NUMBER 






DATE 


COUNTRY 


CLASS 


SUBCLASS 


TRANSLATION 




























YES 


NO 




BL 


0 


5 


3 


5 


8 


4 


1 


04/07/93 


EPO (A1) 


A61K 


31/485 








BM 


0 


5 


4 


6 


6 


7 


6 


06/16/93 


EPO (A1) 


A61K 


31/60 








8N 


0 


5 


4 


8 


4 


4 


8 


06/30/93 


EPO (A1) 


A61K 


9/50 








BO 


0 


5 


8 


0 


8 


6 


0 


02/02/94 


EPO (A1) 


A61K 


9/14 








BP 


2 


1 


7 


8 


3 


1 


3 


02/11/87 


Great Britain (A) 


A61K 


9/14 






OTHER PRIOR ART (Including Author, Title, Date, Pertinent Pages, Etc.) 




BQ 


Geoffrey K. Gourlay, et al. 'The Reproducibility of Bioavailability of Oral Morphine from Solution Under Fed and Fasted 
Conditions," Journal of Pain and Symtoms Manaqement.Vol. 6., No. 7, October 1991, Pages 431-436 




BR 


Robert F. Kaiko, et al., "Controlled-Release Morphine Bioavailability (MS Contin Tablets) in the Presence and Absence of 
Food," The Hospice Journal, Vol. 6(4) 1990, pages 17-30. 




BS 


Kaiko, et al., "A Single-Dose Study of The Effect of Food Ingestion and Timing of Dose Administration On The 
Pharmacokinetic Profile of 30-mq Sustained-Release Morphine Sulfate Tablets," Current Terapeutic Research, Vol. 47, 
No. 5, May 1990, pages 869-878. 


EXAMINER 




/Humera Sheikh/ 










DATE CONSIDERED 


1 1/1 0/2008 






"EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in 
conformance and not considered. Include copy of this form with next communication to applicant. 
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FORM PTO-1449 
(REV. 7-80) 






U.S. DEPARTMENT OF COMMERCE 
PATENT AND TRADEMARK OFFICE 


ATTY. DOCKET NO.: 
200.1 138US 


SERIAL NO.: 
10/016,651 


LIST OF PRIOR ART CITED BY APPLICANT 




APPUCANT(S): Benjamin OSHLACK, et al. 


(Use several sheets if necessary) 






FILING DATE: 
October 30, 2001 


GROUP: 1615 


U.S. PATENT DOCUMENTS 


•EXAMINER 
INITIAL 




DOCUMENT NUMBER 


DATE 


NAME 


CLASS 


SUBCLASS 


FILING DATE 

IF APPROPRIATE 




CA 


5 


5 


0 


8 


0 


4 


2 


04/16/96 


Oshlack, et al. 


424 


468 






CB 


5 


5 


4 


9 


9 


1 


2 


08/27/96 


Oshlack, et al. 


424 


468 






CC 


5 


6 


0 


1 


8 


4 


2 


02/11/97 


Barholomaeus 


424 


464 






CD 


5 


5 


2 


0 


9 


3 


1 


05/28/96 


Persson, et al. 


424 


473 






CE 


5 


1 


2 


2 


3 


8 


4 


06/16/92 


Paradissis, et al. 


424 


451 






CF 


4 


8 


6 


1 


5 


9 


8 


08/29/89 


Oshlack 


424 


468 






CG 


5 


4 


1 


1 


7 


4 


5 


05/02/95 


Oshlack, et al. 


424 


456 






CH 


5 


5 


0 


0 


2 


2 


7 


03/19/96 


Oshlack, et al. 


424 


476 






CI 


5 


5 


8 


0 


5 


7 


8 


12/03/96 


Oshlack, et al. 


424 


468 






CJ 


5 


4 


7 


2 


7 


1 


2 


12/05/95 


Oshlack, et al. 


424 


480 






CK 


5 


3 


7 


8 


4 


7 


4 


01/03/95 


Morella, et al. 


424 


469 






FOREIGN PATENT DOCUMENTS 






DOCUMENT NUMBER 






DATE 


COUNTRY 


CLASS 


SUBCLASS 


TRANSLATION 




























YES 


NO 




CL 


W 
0 


92 


0 


1 


4 


4 


6 


02/06/92 


PCT(A1) 


A61K 


9/50 








CM 


W 
0 


92 


0 


6 


6 


7 


9 


04/30/92 


PCT(A1) 


A61K 


9/16 








CN 


w 

0 


93 


0 


4 


6 


7 


5 


03/18/93 


PCT(A1) 


A61K 


31/16 








CO 


w 

0 


93 


1 


8 


7 


5 


3 


09/30/93 


PCT(A1) 


A61K 


9/16 








OTHER PRIOR ART (Including Author, Title, Date, Pertinent Pages, Etc.) 




CP 


Yokokawa N «>t ?' "Roiatinn<=hip hptwppn plasma rainnpntrarinn of morphine and anlaesic effectiveness." Postqrad Med 
J, (1991) 67 (Suppl. 2) pages S50-S54. 




CQ 


Physicians Desk Reference 1994, 48 th Edition, pages 1821-1824. 




CR 


D.L. Munday, et al., "Changes in Drug Release Rate 2, Effect of Temperature and Relative Humidity on Polymeric Film 
Coatinas." 5 m Conq. Int. Tech. Pharm., 1989, Vol. 2, pp. 55-60. 


EXAMINER 


/Humera Sheikh/ 










DATE CONSIDERED 


11/10/2008 






"EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in 
conformance and not considered. Include copy of this form with next communication to applicant. 
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FORM PTO-1449 U.S. DEPARTMENT OF COMMERCE 
(REV. 7-80) PATENT AND TRADEMARK OFFICE 

LIST OF PRIOR ART CITED BY APPLICANT 

(Use several sheets if necessary) 


ATTY. DOCKET NO.: 
200.1138 US 


SERIAL NO.: 
10/016,651 


APPLICANT(S): Benjamin OSHLACK, et al. 


FILING DATE: 
October 30, 2001 


GROUP: 1615 


U.S. PATENT DOCUMENTS 


•EXAMINER 
INITIAL 




DOCUMENT NUMBER 


DATE 


NAME 


CLASS 


SUBCLASS 


FILING DATE 
IF > 

APPROPRIATE 




DA 


4 


9 


7 


0 


0 


7 


5 


11/13/90 


Oshlack 


424 


451 






DB 


5 


6 


5 


6 


2 


9 


5 


08/12/97 


Oshlack, et al. 


424 


468 






DC 


5 


6 


7 


0 


1 


7 


2 


09/23/97 


Buxton, et al. 


424 


495 






DD 


5 


6 


7 


2 


3 


6 


0 


09/30/97 


Sackler, et al. 


424 


490 






DE 


5 


5 


9 


3 


6 


9 


5 


01/14/97 


Merrill, et al. 


424 


480 






DF 


5 


6 


6 


7 


8 


0 


5 


09/16/97 


Merrill, et al. 


424 


473 






DG 


4 


9 


9 


0 


3 


4 


1 


02/05/91 


Goldie, et al. 


424 


484 






DH 


5 


2 


7 


3 


7 


6 


0 


12/28/93 


Oshlack, et al. 


424 


480 






Dl 


4 


8 


6 


1 


5 


9 


8 


08/29/89 


Oshlack 


424 
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